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1 . Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. This claim is confusing because "the splicing machinery" 
lacks proper antecedent basis. This claim is further confusing because of missing 
essential subject matter: while there is a second step of "detecting expression of the 
cDNA to produce a gene product", the claim fails to recite an essential step wherein the 
cDNA supplied in the first "contacting" step is expressed to produce a gene product, 
such that said product can be detected. Still further, this claim is confusing because the 
preamble and final step recite "modulating a splicing event in a pre-mRNA molecule", 
but the first step mentions a "cDNA" without any relation to said pre-mRNA. Correction 
is required. 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 2-7 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Each of these claims requires the use of a 
"compound identified according to the method of claim 1". Claims such as this, which 
require the use of hypothetical compounds not described at the time of the invention, 
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but which might be discovered at some future time, are sometimes referred to as 
"reach-through" claims in Technology Center 1600. As such hypothetical compounds 
are completely lacking in any physical, chemical, or structural properties, there is no 
basis for searching the prior art, and clearly applicant was not in possession of any such 
compounds, let alone pharmaceutical compositions comprising such compounds or 
methods of using such compounds. Thus, the claims clearly fail to satisfy the written 
description requirement. 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claim 1 is rejected under 35 U.S.C. 102(a) as being anticipated by WO 
01/79853. 

This claim is drawn to a method comprising: contacting a compound with a 
spliceable cDNA and splicing elements, and detecting expression of any gene product 
expressed from properly-spliced cDNA. 

While the cited document is not in the English language, the English title and 
abstract clearly disclose the claimed method. 
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4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chabot et 

al.(US 2004/0048376). 

The subject matter of claim 1 is described above. 

Chabot et al. disclose a method of identifying compounds that modulate splicing 
reactions, comprising contacting a splicing reaction mix containing a spliceable nucleic 
acid with a candidate compound and analyzing the mix for splicing products. In 
determining modulation of splicing, either the spliced RNA unit or the protein encoded 
thereby (i.e., the expressed gene product) is monitored (see paragraphs 0016 and 
0038). 

Chabot et al. do not explicitly disclose using a cDNA as the spliceable nucleic 
acid (pre-mRNA is taught). However, in paragraph 0062, this document refers to cDNA 
as among the forms of nucleic acid which were conventionally used in the art for various 
purposes. 

One of ordinary skill in the art would have been motivated to modify the method 
of Chabot et al. by using a cDNA as the spliceable nucleic acid because cDNA was 
conventionally used in the art, was well known in the art to be more stable than RNA, 
and was well known in the art for use in cloning and expression of gene products (this is 
merely textbook knowledge). Thus the benefits of replacing the pre-mRNA spliceable 
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nucleic acid of Chabot et al. with a cDNA equivalent would have been readily apparent 
to the skilled artisan. It would have been prima facie obvious to one of ordinary skill in 
the art at the time of the invention to carry out the claimed method. 

5. It is noted that WO 00/67580 is close prior art, but also fails to teach use of cDNA 
as a spliceable nucleic acid, and additionally does not teach detection of polypeptide or 
protein expression products as opposed to RNA splicing products. 

6. No claims are allowable. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kenneth R. Horlick whose telephone number is 571- 
272-0784. The examiner can normally be reached on Monday-Thursday 6:30AM-5:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/672,501 



Page 6 



Art Unit: 1637 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
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